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ACKNOWLEDGMENTS 

1 . The Examiner acknowledges receipt of the amendment filed 5/21/08 wherein 
claims 1-6, 8, and 10-14 were canceled and claims 7, 9, and 15 were amended. 

Note . Claims 7, 9, and 15-24 were amended. 
RESPONSE TO APPLICANT'S AMENDMENT/ARGUMENTS 

2. The Applicant's arguments and/or amendment filed 5/21/08 to the rejection of the 
claims made by the Examiner under 35 USC 103 and/or 112 have been fully considered 
and deemed persuasive-in-part for the reasons set forth below. 

112 First Paragraph Rejections 

The 112, first paragraph, rejection is WITHDRAWN because Applicant amended 
the claims to overcome the rejections. 
112 Second Paragraph Rejections 

The 112, second paragraph, rejection is WITHDRAWN because Applicant 
amended the claims to overcome the rejections. 
103 Rejections 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

The rejection of claims 7, 9, and 15-24 rejected under 35 U.S.C. 103(a) as being 
unpatentable over Ratnayake et al (Evaluation of the pawpaw tree, Asimina triloba 
(Annonaceae), as a commercial source of the pesticidal annonaceous acetogenins, 
1 993, pages 644-648) in view of McLaughlin et al (US Patent No. 5,71 7,1 1 3). 
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In summary, Applicant makes the following assertions. (1 ) While the crude 
extract of the instant invention is suitable for administration to a human subject and is 
standardized for zero percent moisture and exhibits an LC50 of 0.5 ppm in BST, the 
cited prior art references do not teach or suggest such limitations. (2) Applicant's 
assert that the Ratnayake et al reference provides an evaluation of the suitability of the 
pawpaw tree as a commercial source of oesticidal Annonaceous acetogenins. 
Furthermore, Applicant asserts that while Ratnayake et al disclose that the acetogenins 
possess anti-tumor activity, the teachings of the reference focus entirely on the viability 
of using extracts of the pawpaw tree for pesticidal purposes. (3) The teachings of 
McLaughlin et al focus on isolating specific acetogenins and acetogenin derivatives as 
possible therapeutic drugs. In addition, Applicant asserts that McLaughlin et al is not 
concerned with crude extracts or methods of producing such extracts. (4) Applicant 
asserts that the combined references would not be in harmony with the intended 
purposes of the technologies taught by the references. 

Applicant's arguments are non-persuasive for the reasons set forth below. First, 
it is noted that independent claim 15 does not specify that the extract is for human 
consumption. Also, it is noted that the claim involves the same crude extract moisture 
percentage and the same LC50 value as the claims which are directed to the extract 
being suitable for humans. Thus, a skilled artisan would recognize that the extract of 
independent claim 15 is not limited to human consumption/use only. 

In regards to Applicant's assertion that the teachings of Ratnayake et al do not 
expressly/inherently teach a method having Applicant's desired moisture percentage 
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and LC50 value in BST, the following response is offered. According to Table I of 
Ratnayake et al, the table encompasses Applicant's plant part and LC50 value in BST. 
Thus, a skilled artisan would recognize that if both Applicant and the cited prior art 
disclose plant parts in BST having overlapping LC50 values, then inherently the 
properties (i.e., moisture percentage) would be the same/similar. Furthermore, if the 
water is removed in step (i) which is the same procedure as that which occurs in the art 
and no water is added, then the percentage of water would be essentially the same. 
(The following section addresses Applicant's assertions (3) and (4) above). 

In regards to Applicant's assertion (3) above, it should be noted that McLaughlin 
et al was cited for recognizing the pesticidal activities, like Ratnayake et al, of the 
acetogenin composition. In addition, the reference was cited for its teachings that the 
composition may be used as a pharmaceutical formulation for treating a patient having 
a tumor. The pharmaceutical composition may be formulated in a capsule or tablet 
(see, for example, McLaughlin et al, abstract; column 4, lines 9-15 and 57-66). Thus, a 
skilled artisan would recognize that (a) the composition may be used for human 
consumption and (b) if the composition is in tablet form, the percentage of moisture 
would essential be zero since the tablet is a compressed granulated material (for 
definition of a tablet, Applicant is respectfully requested to review any standard medical 
dictionary such as Dox et al, The Harper Collins Illustrated Medical Dictionary, 1993, 
page 466). Dox et al defines a 'tablet' as the administering of a compressed granulated 
material that is administered with a moistening agent such as water or is capable of 
disintegrating in the presence of saliva. Furthermore, it should be noted that Ratnayake 
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et al was cited for its teachings about a crude extract, not McLaughlin et al. However, 
McLaughlin et al disclose that their invention relates to isolation, identification, and use 
of natural products (column 1 , lines 8-12) which include the products of Ratnayake et al 
which are natural products. Furthermore, Table I of Ratnayake et al is directed to the 
F005 yield and Example 3 of McLaughlin et al is also directed to F005. Therefore, one 
of ordinary skill in the art would be motivated to combine the reference teachings of 
Ratnayake et al and McLaughlin et al. 

Also, while in independent claim 9, for example, the percent moisture is in the 
range of 10 - 40% moisture with an LC50 in the range of 0.2 - 0.8 ppm in BST , it is 
noted that in the secondary reference (McLaughlin et al, column 21, lines 61-67) that for 
F005 (the same species of Table I, pages 7-8, in Ratnayake et al), the BST bioassay 
disclosed that for its most bioactive fraction, F005, the LC50 was found to be 7.151 X 
10~ 1 micrograms/milliliter. If one converts 7.151 X 10" 1 micrograms/milliliter to ppms, 
one would get 0.7151 ppm. Note that the LC50 is encompassed within Applicant's 
designated LC50 range. Hence, it is inherent that the properties of the acetogenin 
composition of the prior art and Applicant's invention would be the same/very similar. 
NEW GROUNDS OF REJECTIONS 
112 First Paragraph Rejections (Written Description) 
3. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 
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4. Claims 7, 9, and 15-24 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. 

Applicant is reminded that an Inventor is entitled to a patent to protect his work 
only if he/she produces or has possession of something truly new and novel. The 
invention being claimed must be sufficiently concrete so that it can be described for the 
world to appreciate the specific nature of the work that sets it apart from what was 
before. The Inventor must be able to describe the item to be patented with such clarity 
that the Reader is assured that the Inventor actually has possession and knowledge of 
the unique composition that makes it worthy of patent protection. The instant 
application does not sufficiently describe the invention as it relates to other bioactive 
plan parts that are encompassed by the instant invention. What the Reader gathers 
from the instant application is a desire/plan/first step for obtaining a desired result. 
While the Reader can certainly appreciate the desire for achieving a certain end result, 
establishing goals does not necessarily mean that an invention has been adequately 
described. 

While compliance with the written description requirements must be determined 
on a case-by-case basis, the real issue here is simply whether an adequate description 
is necessary to practice an invention described only in terms of its function and/or based 
on a disclosure wherein a description of the components necessary in order for the 
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invention to function are lacking. In order to satisfy the written description requirement, 
the specification must describe every element of the claimed invention in sufficient detail 
so that one of ordinary skill in the art would recognize that the Inventor possessed the 
claimed invention at the time of filing. In other words, the specification should describe 
an invention and does so in sufficient detail that one skilled in the art can clearly 
conclude that the Inventor created what is the claimed. 

Thus, the written description requirement as it relates to 'other bioactive plant 
parts' is lacking in the instant invention since the disclosure does not describe the other 
components of a plant that are deemed bioactive such that a person of ordinary skill in 
the art recognizes what is being claimed. 
112 Second Paragraph Rejections 

5. The following is a quotation of the second paragraph of 35 U.S. C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

6. Claims 7, 9, and 1 5-24 are rejected under 35 U.S.C. 1 1 2, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

The claims as written are ambiguous because of the phrase 'other bioactive plant 
part'. In particular, it is unclear what particular bioactive plant parts Applicant is 
claiming. 

COMMENTS/NOTES 

7. Once again, it is noted that review of the provisional application (60/428,602) 
disclose only the plant part, twigs. Thus, the priority data of the instant invention as it 
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relates to 'twig' goes back to the provisional application filed 1 1/22/02. However, for the 
other plant parts listed in the claims, they are entitled to the filing date of the instant 
application (11/20/03). 

8. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to D. L. Jones whose telephone number is (571) 272-0617. 
The examiner can normally be reached on Mon.-Fri., 6:45 a.m. - 3:15 p.m.. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hartley can be reached on (571) 272-0616. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



ID. L. Jones/ 
Primary Examiner 
Art Unit 1618 



August 13, 2008 



